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Temperature Mapping Validation Report  for
(Insert name of area mapped here)
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	Prepared by:
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	Approved by Quality Manager, or delegate
	
	
	


1 Introduction
1.1 Brief description of the item,or process to be validated. For equipment or Material complete the table below;
	Equipment  / Material Name
	

	Serial Number / Batch Number
	


1.2 Purpose of validation
	Type of Validation
	
	Comments

	New Validation   (Prospective)
	 FORMCHECKBOX 

	

	New Validation   (Retrospective
	 FORMCHECKBOX 

	Must state why retrospective validation is being performed

	Re-Validation
	 FORMCHECKBOX 

	Must state why a re-validation is required.


2 Definitions

Define any abbreviation, or unfamiliar terms used in this report.

3 Method
     
The Temperature mapping activity was conducted according to the Validation Protocol (insert name of VP & Document Control number here.
	Duration of mapping activity

	State date and time started and date and time ended, and total number of hours.

	Environmental conditions 
	List any factors affecting the ability of the area to maintain temperature (eg air-flow, or air-balance? 

	Heat sources
	Are there any specific heat sources which may have an effect on the temperature of the area to be mapped? (For example, is the cupboard close to an incubator?)

	Temperature monitoring
	How is the area to be temperature monitored?

	Environmental control system. 
	Is the area to be mapped environmentally controlled and alarmed?  

24/7, or just during routine working hours? What are the current alarm set points?




4 Acceptance Criteria
List the acceptable outcomes for all measurable parameters. 
5 Data-logger locations
6 Results
Add extra columns as required.

       Data-Logger readings. Data-logger number placed near probe is in Red, Bold print.
	Data-logger Numbers
	
	
	
	
	

	Minimum temperature reading
	
	
	
	
	

	Maximum temperature reading
	
	
	
	
	


Include a graphical representation of the results. State which areas are the warmest and coolest locations. 
       Supporting raw data must be included in a separate appendices attached to the report.
7 Deviations from process

Reference any deviations from the validation protocol which may have occurred when conducting the validation, and/ or results that do not meet the acceptance criteria.  Investigate and document any unexpected results and provide a possible explanation for the outcome and any corrective action provided. If there were no deviations, write N/A.

8 Conclusion and recommendations
The following points are to be included in this section;

· Has the acceptance criteria been met?

· If the mapped area is BMS monitored and alarmed, is the BMS probe in the correct location?

· How is the area to be temperature monitored? What are the recommended alarm settings / monitoring requirements?

·  Include any recommendations for revalidation requirements. Consideration should be given as to the need for any periodic revalidations and their frequency
9 Implementation Plan
List any items which need to be addressed prior to implementation of the validated, approved process / equipment / material, for example, documentation or training requirements.
For new equipment, include the following;

· Equipment to be Asset Registered.

· Equipment to be Asset Labelled

For new material, include the following;

· Material Specification to be document controlled

· Material to be registered on the Critical Material Register.

10 Attachments to Report
     Data-Logger certificates

     Raw data
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